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- Extensions of timo may be available under the provisions of 37 CFR 1 .1 36 W- 
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1 Claims 2,5,7.9, 14,76-83 are under consideration. Claims 1 and 1 1 have been cancelled. 
Claims 2,5,7,9,76,81,82 have been amended. 



RESPONSE TO APPLICANTS ARGUMENTS 



2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specificatioD shall contain a wrilien description of the invention, and of the mannec and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the mventor of 
carrying out his invention. 

3. Claims 2,5,7,9,14,76-83 stand rejected under 35 U.S.C. 112, first paragraph, as 
contaming subject matter which was not described in the specification in such a way as to 
reasonably convey \o one skilled in the relevant art that the inventor(s), at the time the appUcation 
was filed, had possession of the claimed invention. AppUcants arguments have been considered 

and deemed not persuasive. 

The specification does not provide adequate written description of the claimed invention. 
The legal standaixi for sufficiency of a patent's (or a specification's) written description is whether 
that description "reasonably conveys to the artisan that the inventor had possession at that time of 
the. . .claimed subject matter", Vas-Caih, Inc. V. Mahurkar, 19 U.S.P.Q.2d 1111 (Fed. Cir. 
1991). In the instant case, the specification does not convey to the artisan that the applicant had 
possession at the time of invention of the claimed peptides/composition containing said peptides. 

The instant claims encompass functional variants of MAGE Al peptides that bind a HLA 
class II molecule. The claims recite that the variant comprises one amino acid addition. 
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.^tituticordeleUon. In view of compris^g « .ed, ^^-l^i^;--^"^^ 
with more ^ one an.ino acid addition, substitution or deletion. In ad .ton, th — 
variam thereof" recital in line 5 of Cairn 1 is not lintited to the ftHtcuonal vanant of Unes 2-^^^ . 
encompasses functional derivative. The claims encompass vanant pepudes mat bmd HLA 
T.e art recognizes ^at there are at least 150 different allotypes of MHC c.ss II ^o^^ 
in humans, wherein said allotypes would potentiaUy bind different vana^ts of SEQ. ID. no. 7 
Luse the art recognizes that different MHC class II allotypes bind dtfferent amtno ac d 
^^^Tces. The speciftr^on discloses one amino acid sequence (eg. SEQ. ID. No:7) whtch b. s 
ThLA MHC class I, allotype. The specification provides no disclosure as to what ammo a.d 
could be Changed ^d permit binding of a variant to the at least 149 o^er Icnown MHC C^O 
allotypes. As stated above, the claims recite that the variant composes one ammo actd addition, 
substation or deletion and therefore the claim encompasses variants with more ^an one ammo 
acid addition, substimtion or deletion. Thus, the claims potentially encompass vanants no 
a:nino acids derived from SEQ. ID. No:7 which bind any of 149 MHC class 11 allotypes wherem 
there is no disclosure in the specification as to the identity of said peptides. Even to the extent th 
the claims encompass a variant with one amino acid substimted or deleted the clanns suU 
encompass any variant wherein said variant binds to 149 MHC class II 
is no disclosure in the specification as to the identity of seqeunces which bmd satd 149 other MHC 
class II molecules. THe claims encompass any variant of SEQ. ID. no:7 (as p.r rectted m the 
claims) which binds any of 149 MHC class II allotypes wherein there ts no disclosure m the 
specification of any amino acid s«iuence which binds said 149 MHC class II 
is limited to the description of one amino acid sequence which binds one known MHC class I 
molecule Hie art recognizes that the other 149 MHC class II molecules would probably not bmd 
SEO ID no 7 but might bind various variants of said sequence which have one or more 
substitutions or addition or deletion. Hius, the written description provided in the specification 
is not commensurate with the scope of the claimed inventions. In view of the aforementioned 
problems regarding description of the claimed invention, the specification does not provide an 
adequate written description of the invention claimed herein. See THe Regents of the University 
of California v. Eli LUly and Company, 43 USPQ2d 1398, 1404-7 (Fed. Cir. 1997). hi 
university of CaUfomia v. EU Lilly and Co., 39 U.S.P.Q.2d 1225 (Fed. Cir. 995) the inventors 
claimed a genus of DNA species encoding insulin in different vertebrates or mammals, but had 
only described a single species of cDNA which 
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encoded rat insulin. The court held that only the nucleic acids species described in the 
specification (i.e. nucleic acids encoding rat insulin) met the description requirement and that the 
inventors were not entitled to a claim encompassing a genus of nucleic acids encoding insulin from 
other vertebrates, mammals or humans, id. at 1240. In the instant case, the specification has 
disclosed a specific MAGE Al peptide that binds a single allele of human DR wherein at least 
150 different alleles of human DR are known. The Federal Circuit has held that if an inventor 
is "unable to envision the detailed constimtion of a gene so as to distinguish it from other 
materials. . .conception has not been achieved until reduction to practice has occurred", Amgen, 
Inc. V. Chugai Pharmaceutical Co, Ltd., 18 U.S.P.Q.2d 1016 (Fed. Cir. 1991). Attention is also 
directed to the decision of The Regents of the University of California v. Eli Lilly and Company 
(CAFC, July 1997) wherein is stated: The description reqtiirement of the patent statute requires 
a description of an invention, not an indication of result that one might achieve if one made that 
invention. See In re Wilder, 736 F.2d 1516, 222 USPQ 369, 372-373 (Fed. Cir. 1984) (affirming 
rejection because the specification does "litde more than outlin[e] goals appellants hope the 
claimed invention achieves and the problems the invention will hopefully ameliorate."). 
Accordingly, naming a type of material generally known to exist, in the absence of knowledge as 
to what that material consists of, is not a description of that material. 

Thus, as we have previously held, a cDNA is not defined or described by the mere name 
"cDNA," even if accompanied by the name of the protein that it encodes, but requires a kind of 
specificity usually achieved by means of the recitation of the sequence of nucleotides that make 
up the eDNA. See Fiers, 984 F.2d at 1171, 25 USPQ2d at 1606. 

Claims 76,77,81,82 would not be included in this rejection if rewritten as independent 

claims. 

Regarding applicants comments, the instant claims are not limited to fragments of a known 
protein. They encompass unknown functional variants that are not disclosed in the specification 
wherein the peptides can bind to 150 possible different MHC class II molecules, wherein said 
MHC class II molecules could bind sequences other than SEQ. ID. no.7 and wherein the 
specification discloses a single amino acid sequence that binds a single MHC class II allotype. 

4 Regarding the term "isolated" as per recited in the claims, said term is interpreted as per the 
definition of said term in the specification, page 12, lines 12-24. Regarding the language of 
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claim 2 and 9, sa,d claims recite that the variant comprises one amino acid addition, substitution 
or deletion. In view of the comprising language used, the claim encompasses variants with more 
than one ammo acid addition, substitution or deletion. In addition, the "functional variant 
thereof" recited in line 5 of claim 1 is not limited to the functional variant of hnes 2-3 it 
encompasses any functional variant. Regarding the recitation of "consisting essentially" said 
language is considered "open" with regards to the presence of additional amino acids 'in the 
instant peptide. 

5. -nie following is a quotation of flie appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless -- 

SmilS'bilTJi:™;^ °" " »™ "y another filed in ,he United 



6 Claims 2.9,76,80.81.82 »tand rejected under 35 U.S.C. 102(b) as being anticipated by Fikes 

et al. (WO 95/04542) for the reasons elalx.rated in the previous Office Action. Applicants 

arguments have been considered and deemed not persuasive. 

Fikes et al. teach a peptide comprising SEQ. ID. no. 7 (see page 14, last paragraph to page 

16 and claim 8, wherein said vector produces the peptide comprising SEQ. ID no 7) Said 
pepude ts derived from MAGE Al (alias MAGE 1). It is an inherent property of the SEQ ID 
no. 7 ponton of said peptide that it binds HLA class 11. Said peptide also contains a MAGE 1 
HLA class 1 bmding peptide (eg. it is a polytopy polyix=ptide). Regardmg claim 82, said claim 
encompasses a peptide than contains other amino acid sequences (eg. at least an additional class 
I bmdtng peptide). Therefore, ttie peptide taught by Fikes et al., page 14 has a peptide that 
consists of SEQ. ID. No. 7. 

Regarding applicants comments, in view of the interpretation of claims 2 and 9 as per 
paragraph 4 of ihis Office Action, the rejection is maintained. 
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6 



L7Z . ™ """"^ " ™ "^^"^ Applicants arg^ents 

have been considered and deemed not persuasive. 

61. 57 60 and pages 8,28 and 29), Said j.pude can also contain a HLA class I bindLg pent" 
^^-;''-r^-->Wicie. see page 27, lastparag^p, c^ t 
next page). Topal.an et al. teach a peptide that is a Actional variant of a,e peptide recited in 
clann 2 (see Catnt 2, where, sa.d peptide binds MHC class II and stimulates t'cSs) 
of the ^!T' ""'^^ " ^' ^ P^P'^'*^ '^^^ ^ ft-'^tional variant 

« c:;: ' " ^^^^ -^^^^^ •'-^ " - 

8. Claim 2 stands rejected under 35 1 1 <^ p im/^x^ u- 

masons elabcted in Je p^Xt^ oL a , ' ^"'^ ^' 

deemed not persuasive. '"'""'^ "^^'^'^ ^^^^ --'^-'^ -'i 

774 ' ^P'"' ^""^ ^AGE-1 which binds MHC class II (see pa.e 

774. column 1 f.st p^g.^). Said ^ptide is a functional vari^t of the peptide reci "d t c^ 
2 because ,t bmds MHC class II and stimulates T cells 

na.e T,!''',"""' ^"''^ ''"^^ ^^"^ « ^- ^ ^1^° fo"nd in MAGE-1 (see 

APPHc^^argumeihaveZr:::::™^^^^ 
nand::z:::n::cr:Trr°"^r""'^"^'^"^^^ 

«c.amde.vedendosoma;C::i^^rr^^ 
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Regarding applicants co™ts, TOdemans et al. teach a peptide that is a functional variant 
ot the peptide recited in claim 2. 

10 Catas 2.5.7,78,79 are rejected t„der 35 U.S.C. 102(e) as being anticipated by Chaux et 
al. (US Patent 5,965.535) for the reasons e,alx,rated . the previous Office Zion. Applicants 
arguments have been considered and deemed not persuasive. 

Chaux et al. teach a functional variant of the ^ptide of claim 2 which binds MHC class II 
^d sumulates T cells (see claim 3). Chaux et al. teach that said peptide can comprise a li chain 
denved endosomal targeting signal (see column 14). Chaux et al. teach that said peptide can 

ZZoeT^TT'^'''^''- peptide can be counted 

to a MAGE 1 class I bindmg peptide (see Table 1 and pages 27-29). 

Applicants arguments have been addressed in the oflier art rejections. 

11. The followmg is a quotation of 35 U.S.C. 103(a) which fonns the basis for all obviousness 
rejections set forth in this Office action: ooviousness 

such that the subM fitter as aZSe wouWrvc t P»«'««i and the prior art are 

Le^io^Zitr r 103(a) as bemg unpatentable over 

Fte et al. (WO 95/04542) for the reasons elaborated in the previous Office Action Applicants 
arguments have been considered and deemed not persuasive 

16 and'tn?' ""'^"^ '"^^ ""^ ' ™h to page 

16 and clatm 8. whex^m satd vector produces the peptide comprising SEQ ID no 7) sJd 

tads HLA lass II. Satd pepude also contains an HLA class I binding pept.de (eg. it is a poTytope 
^lypepttde). Regat^g claim 82, said claim encompasses a peptide L c nLs otheT ml^ 

td s^eunc. (eg. at least an additional class I binding peptide). Therefore, the pep:!: 
by Ftkes et al.. page 14 has a peptide that consists of SEQ. ID. No. 7. Ftkes et al do not teaVh 
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lU. NO. 7 except the tot and last two ammo acds (see claim 3). Fikes et al teach th.t 1 
pepucle ^^e additional ammo actds at en. (see ,ge 5, P^nultintatt 
et a . teach that the peptide can less than 15 amino acids. Fikes et a, ter jMAGE 
rest u ^3t flanlc both sides of fl.e p.pt.de rectted tn clatnts 3 (see page 4 I 

^^.^ r re,z/~ 

"THe peptide can be optionally flanked and/or modified at one or both of th. M ,n ■■ 

describedhetein' In iL Pi^: eTa"^^^^^ " ''' ' 

about 15 residt^s (see pane 5 1 . ' ^^"^ ^ "han 

and "Should S-Tr? r^T^ ^''""^"'^ — ^-^^ - ^■ 

elaborated above. "^^^ "^e claimed mvention for the reason. 

13. Claims 5, 14,78,83 stand rejected under 35 U S C inv.^ »c k.- 

et al. (WO .5/04542) as applied to claims 2 9 76 77 80 ra.^ Tr''^ '""^ 
S-derson et al. for the reasons elaborated in ^^^L^^' ^^^^ 
We been constdet^ and deemed not perslv ^"^"'^"^^ "^""-'^ 



I 



Serial No. 09336091 
Art Unit 1644 



The preWous rejection teaches the clamed invention excenrfnr.,c. f .- u - 

invention was made to have created rh^ Ho- ^ ■ m me art at the tune the 

uc 10 nave created the claimed invention because Fikes et al teach MArv 
I pepade conjugates containing a MAGE 1 class hinHino . 

Sande^on Hlch Z ^dil of - T '° afore„,e„tio„ed because 

can ^ used :o eml^ ^ L ^7 """^ ^'^^^ ^° ' 

Anni.v t ^ ^ P^P^i^^ tor MHC class II bmding/T cell recognition 
Applicants arguments are add^ssed in pat^graph 12 of this Office ActioT 

14. Claims 2,5,9,14,78,80,83 stand rejected under 35 U S C 103r.^ w.- 

over Topalianetal fWO Q7/i 1«fiQ^ ■ . ^"^^ unpatentable 

pr^vio. Office ActirZ, r " " ~ ^'^'^^^^'^ ^ 

'^Lcu me Claimed mvcntion because Topalian et al tearhp. th. m ■ ^ 
except for a peptide that ha*: ri .i. ■ a ■ . claimed peptides 
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to efficiently target a peptide for MHC class II binding/T cell On f 

.e ss::r ri~r. i ^^^^ ^ 

stimulates T cells). ' ^'''"^ '"^'^ "^'^"'^ ^HC class 11 and 

15. Claims 7,79 stand rejected under 35 U S r im^,-, „ u ■ 

(WO 95/04542) as applied Laims 1 ,2 1 1 76 7 ^2 a^' TIT' ''''' " 
et al. (US Patent 6 043 347) for *e r. 'f^^^'^^'^^ ^bove, and further in view of Gelder 

mo,u4j,j4/) for the reasons elaborated in the previous Office Arfinn a r 
arguments have been considered and deemed not persuasive "^'""'^ 

- such pep.de::;v:r:s:~:r;^^^^^^ 

hydrolyzable because D amino . . . ^''"''^ ^1^° mn- 

which Ilaim 7r;eZdrirou h >! '''' ^"'^"^ ^ ' "Pon 

-at.ct.e.e^:r~r:r::r:^'°°"^"^ 

teach the claimed peptide except for 7 . « ^■ 

«d .ptides cZ^rz: ::Xe: — ■ r r 

mcreased stability One of ordin=,^, u.„ ■ . ^ """^ J*P^'*«s exhibit 

aforementioned beLuse^Me tTZr V" " ^""^ '^^^ ^ '"""^^ 
increased stability. P^"'"^^^ -"'^g D-amino acids have 

Applicants arguments have teen addressed in the other prior art rejections. 

16- Oaims 1,2,5,9,11,14,78,80,83 arerejectedunder35USC inv.. tr- 
over Topalian et al. (WO 97/1 ,669) :n view of Gelder e^aWUS P 

reasons elabot^ted in the previous Office Action A , ^ '^'e 

deemed not persuasive. " ^"''"""'^ "^'^ ^ --ciered and 

Toi^li. et al. teach a ^pttde derived from MAGE-1 whtch binds MHC class „ (see claims 
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61 57-60 and pages 8,28 and 29). Said j^ptide can also contain ar> HLA class 1 hindi 

denved fom MAGE l(eg it is a colvtone ™,ivn. ""^ f*''"'^^ 

next page) Topalian t al 1 1 f T f ' '''' ^P"' '^""^"^'^ ™ 

containing D-amino adds (see colunm 20) and th=,f t, 7 '^"^ P'P'*''''' 

20). Said ^^ptides would L be nZZl^ab ^ T ^^'"''^ 

this property (eg see cl2 """" ^P^^'^ h^ve 

obvioLLJelforl^rinTLrt:^!^^^^^^^ 

claimed invention became To™,,! . """^^ '° ''^^^ *e 

n^odificatton, wmLS ^el J ,r ^ ^^''^^ ^^^^"^ -^'^ 

20) and that such peptide t^^TsI n^^^^^^ """"^^ 
motivate to do thelei:" !^^^^^^^ 

D-amino acids have inct«.sed stabU^ty. '"^'^'^^^ -"'^^g 

Applicants arguments have been addressed in the other prior art rejections. 

17. No claim is allowed. 

18. AppHcant's amendment necessitated the new 2rDundrOnf«.i. f 

a-n Ac.rdingly,™SACXIONISMADEC.^?C;;^^^^^^ 

« remmded of U,e extension of ttme policy as set forth in 37 CFR 1 m( ' ^ ^^''"^"^ 

Mo.™;r r r : r ^^^^ ^ - ^-^^^ ™- 

MONTHS of the mailing date of th,rf ' ^'^'^ " ^'^-^ ^''^n TWO 

*e end of the ThCmontLI; T ^'^'"'^ ^ 

CFR 1.136(a) will be calculated fron, 7 , ^ ''^ to 37 

final action. ^ ' tiie date of this 
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